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The Alternative Medicine Program Advi sory Counci |
G fice of Alternative Medicine (QAM convened for its seventh

neeting at 8:39 a.m* on Septenber 16-17, 1996 in the Versailles
Room of the Holiday Inn at 8120 Wsconsin Avenue in Bethesda,
Maryland. Dr. Janmes S. Gordon presided as Chair.
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| . CALL TO ORDER AND OPENI NG RENMARKS
Dr. Ceoffrey P. Cheung, Executive Secretary, AMPAC and Dr.
Wayne B. Jonas, Director, QAM

Dr. Cheung opened the seventh neeting of the AMPAC. Dr.
Jonas wel coned attendees and extended a special greeting to
Dr. WIlliamHarlan, Associate Drector, Ofice of D sease
Prevention/Ofice of the Director (CDP/CD). Dr. Cheung
recogni zed the followng NH staff: Dr. John Ferguson,
QVAR, Dr. Marjorie Gubb, OMY O3 M. Angel a Maggli ozzi,
NlAID, Ms. Janice Ransden, OO, Dr. Alan |. Trachtenberg,

NI DA; and Dr. Sue Van Lenten, N CGD.

Dr. James Cordon stated that Dr. Jennifer Jacobs resigned
from Council for personal reasons, and Ms. Carol ene Marks



was unabl e to attend because a famly nenber was seriously
ill. Nomnations for new AMPAC nenbers have been forwarded
to the Secretary, DHHS. Dr. Cheung indicated that the terns
of AMPAC nmenbers who were about to rotate off the Council

wi Il be extended through the February 10-11, 1997 AMPAC
neet i ng.

REMARKS OF THE ASSCCI ATE DI RECTOR, QDP/ OD
Dr. WIliam Harl an, Associate D rector, ODP/ QD

The QAM was transferred fromthe O fice of Science Policy
(C8P) to the CDP due to a restructuring of the CD that was
approved on August 1, 1996. Dr. Jonas will continue to
attend weekly OD Senior Staff nmeetings and will have as
much, if not nore, access to the Director of the NH

The QAMw || be overseen by Dr. Harlan, who has simlar
responsibilities for other CDP conponents including the
Gfice of Detary Supplenents (CDS); the Ofice of Rare

D sease Research (CRDR); and the O fice of Medical
Applications of Research (OMAR), which will host an

acupunct ure consensus conference in 1997. He also directs
the Wonen's Health Initiative prevention trial. Dr. Harlan
brings to the OQAM extensive experience with |arge definitive
clinical trials, and will enphasize the creation of

syner gi sm between the OAM and ot her QD of fi ces.

A discussion followed Dr. Harlan's remarks. Dr. Harlan
observed that RCTs nay not always be feasible in CAM

D fferent approaches and designs may need to be consi dered.
Because | arger RCTs are very costly, the QAMwi Il have to
form partnerships with appropriate |CDs.

Dr. Barrie Cassileth and Dr. Cordon noved that "the Ofice

give [the AMPAC] inportant information about
structural...and programmati c changes as soon as possi bl e"

The notion was passed unani nously.

PRESENTATI ON AND DI SCUSSI ON:  OAM DI RECTOR' S REPORT
Dr. Wayne B. Jonas, Director, OAM

Dr. Jonas highlighted sele cted products, services, and
activities of the QAM functional sections. (The AMPAC
recei ved briefing books containing sunmmary functi onal
section reports.)

PUBLI C | NFORVATI ON AND MEDI A RELATI ONS

Priorities include the devel opment of information packets
and formalization of the packet review and approval process.
A contract for nanagenent of the public information service



will be awarded before the end of Septenber. The contractor
wi Il be responsible for devel opi ng packets on a series of
t opi cs i ncl udi ng cancer.

As part of the effort to create a fair procedure for packet
devel opnent and review, the OAM nmet w th communi cati on and
conflict managenent experts to consider issues associ ated
with the closure of the Burzynski antineoplaston trial, and
t o exam ne approaches for devel opi ng and rmanagi ng nedi ca
literature in Europe and el sewhere.

The QAM process will include three levels. At level 1,
packets will be reviewed by at |east three groups conprised
of experts in CAM nethodol ogies, and clinical conditions.
At levels 2 and 3, reviews will be perforned by the QAM and
ot her I CD cl earinghouses. Feedback will be obtained from
the latter on aspects such as format, readability, and
relationship to other NNH public informati on. QAM packets
shoul d conpl enment naterials presented by other |ICD

cl eari nghouses. A standard cl earance procedure that
addresses distribution, cost, and justification issues al so
nmust be conpl et ed.

Medi a rel ati ons and mai ntai ni ng accurate, appropriate
communi cation regarding the OAM al so are priorities. A deno
page that currently is undergoing a second QAM revi ew Wi |
provide not only a Wb site but also a way of systenatically
accessing information on all QAM activities.

DATABASE AND EVALUATI ON

An operating procedure for conducting systematic reviews has
been established, one revi ew has been conpl eted, and several
are in progress. Dr. Carole Hudgings is working with the
CAM Research Centers to devel op nechani sns for the

el ectroni ¢ exchange of research data. Dr. Jonas wll travel
to Germany and China to expl ore approaches used by vari ous
dat abase groups.

Cont i nued devel opnent of the OAM Research Dat abase and the
QAWM Internal CAM Research Library is a high priority. A
subset of literature on breast neopl asns conprising

approxi mately 300 articles was chosen to test a study-

desi gn-based cl assification systemcreated by Drs. Jonas and
Hudgi ngs. The articles are being anal yzed to extract data
on paraneters such as study design, intervention, CAM
nmodal i ty, and out cones.

A prom nent nai nstream publ i shing conpany has agreed to
publ i sh papers fromthe April 1995 QAM net hodol ogi es
conference. Dr. Jonas will select the papers.



D alog wth the NLM has occurred concerning the CAM.I NE.
The OAM nust develop its internal database and eval uati on
mechani sns before this initiative can proceed. The QAMi s
working with the NLMto nake CAMinfornation already in the
NLM nor e accessi ble. A separate database support contract
w |l be awarded before the end of Septenber.

EXTRAMURAL AFFAI RS

On Septenber 9-10, the CAM net with the Princi pal

| nvestigators of the 10 Centers co-funded by the OAM and
various | CDs. Deliverables requested by the QAMrange from
Research pportunity D sposition Summary (RCODS) sheets to
draft proposals for larger trials that will be submtted to
|CDs). Following are highlights of selected Center
activities.

UG- Davi s (asthma and i mmunol ogy) has funded two grants
examning the effects of orally adm ni stered wheat grass
juice on allergic rhinitis and asthma, and the role of self-
adm ni stered acupressure versus shamtreatnent on pul nonary
function and quality of life anong asthmatics. O her
efforts include devel opnent of eight new research proposals,
a technical assistance and education program and a
practitioner survey.

The University of Virginia (pain) has prepared a

Standardi zed I ndividual Dfferences Profile and detail ed
techni cal assistance instructions on research project

devel opnent. Two projects are eval uating the effectiveness
of chiropractic for TM and the di agnostic accuracy of

subtl e energy devices. Funding will be sought to assess the
efficacy of post-operative nassage for femnal e | aparotony
patients, and to test the effects of binaural beat

stimulati on on EEG

By the end of 1996, the Kessler Institute for

Rehabi | i tation/ University of Medicine and Dentistry-New
Jersey (neurol ogi cal disorders and stroke) will have pil ot
research underway on nine CAMtreatnents for stroke, spinal
chord injury, and traumatic brain injury.

Col unbi a University (wonen's health) is performng

qual itative research on ethnobotani cal therapies for
fibroids, endonetriosis, hot flashes, and nenorrhagi a.

Fundi ng i s being sought to examne traditional Chinese

medi cine for uterine fibroids; mnd/body interventions and
herbal nedicines for hot flashes; and Ti betan nedicine for
nmetastatic breast cancer. Proposals also include a national
survey of CAM use anong wonen.



The University of Texas (cancer) is preparing state-of-the-
science reviews, networking with practices in the United
States and abroad, and establishing a prospective outcones
nmonitoring system Protocols are under devel opnent to

eval uate Korean gi nseng for chenopreventive activity in
vitro, Flavone dilution cytotoxicity, and Melatonin with
Tanoxi fen for netastatic breast cancer.

Harvard Medi cal School (general nedicine) is devel oping
protocols for RCIs conparing CAMw th conventional nedici ne
(G for acute | ow back pain, and conpari ng acupuncture and
t herapeuti ¢ massage with each other and with the use of
self-care education nmaterials for chronic | ow back pai n.

G her projects include a neta-analysis of placebo response
rates in hypertension patients, the updating of a nationa
CAM use survey, local surveys for specific conditions,
research on liability and practice issues, and CAM educati on
progr ans.

Hennepi n County Medi cal Center (addiction) has provided
techni cal assistance to nore than 123 groups and funded two
research Fellows. Projects are bei ng devel oped or

i npl ement ed on homeopat hy for drug abuse, culturally

speci fic nmodel s of chem cal dependency treatnent for Native
Anericans, a craving neasurenent device, synptom based
acupuncture and Kudzu for al coholism and ani mal studies of
Radi x Puerariae and el ectro-acupuncture for drug abuse.

Bastyr University (HV AIDS) is surveying CAM practitioners
and will prospectively nonitor 2,000 patients. Two grants
have been funded on serial agitated dilutions (SADs) of
insulin-like growth factors (I G=s) and Pet Morrow (a
traditional Chinese nmedicine formula) with UCSF;, a
systematic review of anti-HV natural products is in
progress; and other projects are exam ning Phase | Tyrosine
Ki nase i1 nhibition, SAD biol ogi cs screens, and acupuncture
ver sus noxi busti on.

The University of Maryland (pain) has established the
CAMPAI N resear ch dat abase, and undertaken systenatic revi ews
i n acupuncture and hypnot herapy. Two studi es on acupuncture
for osteoarthritis in the elderly and post-operative ora
pai n have been conpleted as well as a national survey of
primary care practitioners. A larger trial is being

devel oped to confirmthe osteoarthritis study findings. An
official Conplenmentary Medicine Field has been established
within the Cochrane Col |l aboration due largely to the efforts
of this Center and the QAM

Stanford University (frailty in the elderly) has begun a



series of semnars for the Stanford comunity, and has
recei ved a donation of 10,000 articles on exceptional
events. Proposals and projects are being devel oped on CAM
utilization and insurance coverage and CAM t her api es for
congestive heart failure, post-nenopausal problens,
osteoarthritis, and neurol ogi cal and rnuscul oskel et al

di sorders.

RESEARCH DEVELOPMENT AND | NVESTI GATI ON

The el ements of a research prioritization and managenent
process are in place or under devel opnent. Prioritization
entails application of (1) principles used by the OAM and
the Centers that were outlined in the June 1996 AMPAC
nmeeting briefing book), and (2) guidelines devel oped by the
Institute of Medicine (IOV) that basically apply to al

medi cal research

The OAM has est abl i shed operating procedures for research
agenda and net hods devel opnent, which the Centers and ot her
groups are invited to use. The QAM probably w ||l cooperate
with the QAR in identifying research nethods for specific
proj ects.

Procedures for practice assessnent reporting have been
formalized. Reports in two formats were conpl eted on seven
practice assessnents conducted since the June 1996 AMPAC
nmeeting. Prospective outcones nonitoring was found to be
appropriate for at |east one-half of the practices. The
practices were blinded because they had not yet approved the
reports, a nunber of practices did not wish to be identified
at this stage of devel opnent, and no research had occurred

i n other instances.

Dr. Li-Chuan Chen is continuing the assessnent of evidence
for anticancer activity in phenyl acetate,
phenyl acet yl gl utam ne, and ot her antineoplastons. H's
investigation includes, but is not limted to, conpounds
examned by Dr. Burzynski. Dr. Cheung noted that the QAMs
interest in the entire famly of conpounds shoul d not be
confused with the present status of patient accrual by Dr.
Bur zynski or any other investigator.

The QAMis working with the DRGto tag CAMrel ated
applications, which will facilitate identification of
applications in high-priority OAM areas and col | aborati on
wth ICbs. Alist of 454 consultants has been assenbl ed and
eval uated fromwhi ch the DRG can draw to conduct peer
reviews. The process for |ocating appropriate peer



reviewers in CAMareas is not yet fully devel oped.
| NTERNATI ONAL AND PROFESSI ONAL LI Al SON

By the end of Septenber, the QAM anti ci pates recei ving
notification of acceptance as a Wrld Health Organi zation
(WO Collaborating Center in Traditional Medicine. The QAM
w |l help to enhance comuni cati on anong the WHO Centers and
w Il assist in coordinating Center activities. For 1998,

the QAMis planning a conference to formul ate an
international research agenda in traditional, conplenentary,
and al ternative nedi ci ne.

The AVA and ot her COM groups are increasingly recognizing the
need for physician education in CAM A full professor wll
spend his sabbatical working with the QAM on pr of essi onal
education initiatives.

The prelimnary recomrendati ons devel oped at the National
Conf erence on Medical and Nursing Education in Conpl enentary
Medi ci ne (June 5-7) were revised in accordance with coments
made by participants and the public, and were forwarded to
the Bl ue R bbon Panelists for review. Mjor nedical
education groups around the country also wll provide input.
In addition, Dr. Gordon suggested that the reconmmendati ons
be sent to Council menbers and conference attendees.
Efforts will be nade to publish the recommendations in a
journal highly visible to the conventional academc
community. The recommendati ons also will be posted on the
QAM hone page.

| NTRAMURAL RESEARCH TRAI NI NG PROGRAM

The D has approved a three-year QAM I ntranural Research
Training Program (I RTP). A search is underway for a
Research Training Director. Potential |ab space has been
identified. It is hoped that Fellows will be sel ected by
July 1998. Wirk already has begun to devel op intranural
projects with other 1CDs. For exanple, the QAM and t he
N AAA wi || use Pet scanning to investigate the effects of
acupuncture on brain serotonin levels in alcoholics. The
OAM and the N AAA have advertised for a clinical Fellow
They will collaborate on Fell ow selection and training as
wel | as project developnent. The NNAAA will supply the PET
scanner .

LEG SLATI ON AND PLANNI NG

Priorities are congressional relations and oversi ght of
strategic planning activities.
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ADM NI STRATI VE OPERATI ONS

Al activities in this functional section are priorities

i ncl udi ng human resource nmanagenent, budget nanagenent,
procurenent, space nanagenent, admnistrative services, and
contract managenent.

REMARKS OF THE DEPUTY DI RECTOR, NI H
Dr. Ruth L. Kirschstein, Deputy Director, NIH

Despite last year's budg etary difficulties, the OAM has
grown and flourished under the |eadership of Drs. Jonas and
Cheung. The House al |l ocat ed approxi nately $7.8Mto the QAM
when it passed the NNH fiscal year 1997 budget. The Senate
Appropriations Subcoonmttee and Full Commttee passed the
budget one week ago. The budget plan for the QAMis $8M

If a bill reaches the floor, the Senate appropriation wll
be $8M the House appropriation will be roughly $7.6M and a
conpromse will be nmade. If there is no bill on the fl oor,

a continuing resolution, possibly at the fiscal year 1996
funding level, could last as long as six nonths.

The New York Tines printed the correction of an inaccurate
statenent attributed to Dr. Kirschstein that sone grant
applications were not peer revi ewed.

A discussion followed Dr. Kirschstein's remarks. Topics
included the OAMs ability to bring radically new ideas into
the NNH and carry themto fruition, wellness, the AMPAC s
role, and the inportance of preventing conflicts of
interest. Dr. Kirschstein observed that wellness is a focus
of the QAM She expressed the hope that the AMPAC, as part
of the NH community, wll advise the OAM based on nenbers'
CAM experi ence and know edge. Dr. Gordon conveyed Council's
appreciation for Dr. Kirschtein's support of the QAM

PRESENTATI O\ Shifting Paradigns in Gowh Factor/Cytokine
Bi ot echnol ogy: The Sci ence, the Paradigm and the |Interface

Dr. Barbara Brewtt, Chief Scientist, Biomed CommInc. and
Dr. Leanna Standi sh, Research Director, Bastyr University
H V/ Al DS Research Center (Seattle, WA

A Phase | doubl e-blind, placebo-controlled study funded by
the QAM was conducted to determne if oral delivery of four
honeopat hi cally prepared |1 G=s and a conbi nati on woul d rai se
| ynphocytes in H V-positive patients who were not receiving
conventional antiviral or steroidal therapy. After four
nmont hs, the placebo group was crossed over to treatnent. An
open- | abel study was conducted for another nine nonths.

Patients in the treatnment group gai ned wei ght , those in the
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VI .

pl acebo group | ost weight, and the difference in weights was
highly statistically significant. Patients in the placebo
group started to gain weight when they were crossed over.
The treatnent group experienced no opportunistic infections
for one year, while 20 percent of the placebo group

devel oped infections within three nonths. Masured vira
load in the long-termtreatnent group showed a continua
downward trend. Platelet count increased in patients with
| ow counts and did not change in patients w th nornal
counts. There was an upward trend in serum cal ci um and
phosphorus | evels for the treatnent group, and a downward
trend for the placebo group.

Statistically significant decreases in depression over a
three-nonth period were obtained in a prelimnary assessment
of a single homeopathically prepared | G admni stered to
heal t hy persons di agnosed as depressed and on the verge of

t aki ng conventional antidepressants.

Dr. Standish outlined pressing research questions and needs
associated with high-dilution biologics and pharnacol ogi cs
for the treatnent of HW AIDS and cancer. She expressed the
hope that streamined regulatory | ND or honeopat hi c

phar macopei ¢ procedures and a set of policies wll be

devel oped quickly to expedite research in this area.

DI SCUSSI ON:~ OAM PRI ORI TI ES AND STRATEGQ C | SSUES

The followi ng topics were addressed: Cancer infornation
test packets and quality assurance for public information,
met hodol ogy and contract for prospective outcomnmes nonitoring
of cancer therapies, |OMprioritization process, other

potential QAM research projects, Evi dence- Based CAM Jour nal ,

international and professional |iaison activities, FDA
l'iaison for | ND devel opnent, renam ng of the QAM and
proj ected OAM budget al |l ocati ons.

CANCER | NFORVATI ON TEST PACKETS AND QUALI TY ASSURANCE FOR
PUBLI C | NFORVATI ON

Dr. Jonas suggested that the QAM undertake a one-year pil ot
project in cooperation with the NO to devel op test packets
on cancer therapies, drawing on informati on conpiled by the
Cancer Information Service at the University of Texas and
wi th AMPAC i nvol verent including the Public Information
Wrking Goup. This pilot project will assist the QAMin
creating a prototype devel opment and revi ew process for
public information.

Dr. David E senberg noted that Council has continuously
focused on the need for public information to be
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thoughtful ly evaluated, fair, and nonjudgenental. Miltiple
out si de revi ews shoul d be obtained, M. Gar H | denbrand
stated, and CAM devel opers shoul d be involved. Dr. Ralph
Mbss indicated that review guidelines should require

consul tation with CAM proponents and consuners whenever
possible. A group that is not invested in the choi ces nade
by patients should be included in the review process.

Dr. E senberg suggested that the CAM Centers be asked to
conpile lists of oncol ogists with whomthey col | aborate who
can participate in prospective outconmes nonitoring, and
assist the QAMin working with the NO to assess

i nformati on.

The Honorabl e Be rkely Bedel|l asked that the mnutes refl ect
the AMPAC s support for Dr. Jonas on this cooperative
project and as well as sonme nenbers' concern; and noted the
Council's hope that Dr. Jonas will work with the Public

| nformati on Wor ki ng G oup.

Dr. Mbss requested that the AMPAC recei ve fax comuni ques of
maj or news stories about the OAM M. Anita G eene observed
that distributing CAMnews clips to Council is a specific
task under the new d eari nghouse contract, and asked Counci |
to send her relevant news stories as well.

METHODOLOGY AND CONTRACT FOR PROSPECTI VE QUTCOVES MONI TORI NG
OF CANCER THERAPI ES

Dr. Jonas solicited guidance on tenporarily shifting the
enphasi s from conducting new practi ce assessnents to

devel opi ng a net hodol ogy for a prospecti ve out cones
nmonitoring system Wile establishing the system QOAM staff
w il performfewer practice assessnents. Wen the mechani sm
isin place, the OAMw || have the capability to double or
tripple the nunber of assessnents.

Noting the OAM's nmandate to conduct field investigations as
wel | as the inportance of the prospective outcomes
nmonitoring system M. Bedell recomrended t hat the QAM not
decrease the nunber of assessnents. The QAM needs to

collect nore informati on on the nost prom sing CAM practices
bef ore conducting i n-depth eval uati ons of treatnents.

Consi deration shoul d be given to sinultaneously devel opi ng

t he prospective outconmes nonitoring systemand conti nui ng

t he assessnents.

Dr. Cheung observed that the 10 CAM Centers each have
submtted 10 RODS, and sone have provided nore. The
investigators are not QAM staff, but they are funded through
the QAM s Extramural Program and conduct the assessnents

13



usi ng an QAM devel oped i nstrunent.

Dr. Cassileth noved "that we understand the synergy between

[continuing the] practice assessnents and the devel opnent of

met hodol ogy to 1 nprove those practice assessnents in the
future, and that we continue both of those activities In
[the] way that [Dr. Jonas deens] nost appropriate” . The
notion was passed wth 12 in favor and 1 opposed.

Early in 1997, the OQAM hopes to convene a group of experts
i ncl udi ng AMPAC nenbers, CAM practitioners, oncol ogists,
oncol ogy researchers, and epi demol ogi sts who wi |l assist
the QAMin refining a nethodol ogy for the prospective

out cones nonitoring of cancer therapies. An independent
research organi zation will be contracted to operate the
prospective outconmes nonitoring system

| OM PRI ORI TI ZATI ON PROCESS

As outlined during the June 1996 AMPAC neetin g, the I OM has
been asked to devel op a research prioritization process

i ncorporating inportant CAM principles and assunpti ons.
Using a format sonmewhat simlar to a consensus conference,
an i ndependent panel will formulate the prioritization
process through a series of neetings during which panelists
w |l hear presentations fromexperts including CAM
practitioners, researchers, and methodol ogi sts. The IOM

w Il not prepare a CAMresearch agenda. By Decenber 1996,
the QAMw || query AMPAC nenbers for feedback concerning (1)
topi cal areas, (2) key papers summari zi ng i nportant CAM

i ssues, and (3) suggestions for panelists and presenters.

Dr. Cassileth noved "that we proceed with the QM [activity]

at a maxi nrum of $500, 000 [per] year." The notion was passed
unani nousl y.

OTHER POTENTI AL OAM RESEARCH PRQJECTS

In lists of priorities prepared by AMPAC nenbers during the
June 1996 neeting and tabul ated after adjournnment, Counci l
indicated that funds should be allocated to nore definitive
research if the 1997 budget is larger than anticipated. In
addition to the prospective outcones nonitoring systemfor
cancer therapies and the IOMprioritization process, Dr.
Jonas solicited recomrendations concerning six potential QAM
research projects: (1) An RCT on EDTA chel ation for

cardi ovascul ar di sease, (2) an RCT on integrated CAM CM
treatnents for cancer versus CMal one, (3) an RCT on

hyperi cumfor m |l d-to-noderate depression, (4) an RCT on
conpar ati ve approaches for osteoarthritis, (5) a |aboratory
eval uation of direct nental influence, and (6) an in-
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vivo/in-vitro evaluation of high-dilution homeopathic
i mmunot her apy.

The contract for the cancer therapies prospective nonitoring
system the IOMprioritization process, and the |aboratory
eval uation of direct nental influence are largely within the
scope of the QAMs current budget. The RCTs can be
acconpl i shed only through coll aborative rel ationships. The
eval uation of homeopat hi ¢ i mmunot herapy can be devel oped

t hrough the | RTP.

Ms. Ellen Silverstone stresse d that cancer is an area of
critical need; 78 percent of inquiries received by the QAM
d eari nghouse are cancer related according to data provi ded
at a previous AMPAC neeting. Dr. Ral ph Mbss recommended
narrow ng the focus of the cancer RCT to address concurrent
use of antioxidents and chenot herapy. Collaboration with
the NO and UG Irvine should be considered. Dr. Ei senberg
indicated that the Stanford CAM Center woul d gl adl y work
with the Harvard CAM Center on an EDTA RCT, and that a well -
desi gned experinent mght interest the NHLBI as well. M.

H | denbrand proposed introducing a third armand building a
head- t o- head conparati ve outcones study into the RCT.

Dr. Beverly Rubi k recomrended devel opi ng an RFA for basic
research on a nunber of subtle energies or energy mnedicine
mechani sns rather than limting the research focus to
honeopat hi ¢ hi st am ne.

Dr. R chard Panush proposed four selection criteria for
research projects: (1) The project should address a health
problemthat is inportant and common, (2) the CAM treat ment
under investigation shoul d be unconventional but not so

hi ghly charged that this feature becones an obstacle to
study interpretati on and acceptance, (3) the project shoul d
be feasible within a reasonable tine frame, and (4) the

proj ect shoul d be undertaken in collaboration with
initiatives already underway or with credi bl e investigators.
Thi s cooperative approach will facilitate w despread
acceptance of study results, and could provi de opportunities
to obtain additional funding fromindustry and ot her sources
outside the NH

Sister Charlotte added that projects should be politically
relevant. M. H I denbrand enphasi zed the inportance of
adequat el y addressing social influence issues up front.

Dr. Pani sh cited depression and nuskul oskel etal di sease

as exanpl es of health problens that nmeet the proposed
selection criteria. Wile clearly inportant, the RCIs on
cancer and cardi ovascul ar di sease shoul d not be undertaken
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first because they woul d be expensive and out cones woul d be
conplicated to address.

Dr. Cassileth noved "that we encourage the [QAM to | ook
into the feasibility wth [the] NO, etc. of piggybacking
ont o ongoi ng random zed clinical trials in cancer various
conpl enentary and alternative therapies.” The notion was
passed unani nously.

Dr. Jonas indicated that the QAMwi || begin the

devel opnental process for nmany of the proposed RCTs

i ncludi ng exploration of opportunities to add onto existing
resear ch.

Poverty, racism violence, and divorce are sone of t he maj or
probl ens that should be considered in light of the

commtnent to preventing di sease and pronoting wel | ness,

Sister Charlotte renarked. Dr. CGordon asked that the topic

of understandi ng connections between i ssues associated with
research on specific nodalities and illnesses, and | arger

soci oeconom ¢ and psychol ogi cal issues, be added to the

agenda for the next AMPAC neeting. D scussion could include
establ i shmrent of a Center on wel |l ness.

EVI DENCE- BASED CAM JOURNAL

As a nodel for the Evidence-Based CAM Journal , Dr. Jonas
proposed the Annals of Evidence-Based Medicine. Dr. Panush
suggested that the QAM contact Dr. Frank Davi dov and offer
to contribute a CAMsection for the journal/2)31. Dr.

Ei senberg recommended that informati on on the Annal ' s

requi renents for formatting research projects be nmade
avai |l able to the Centers so that they can design their

st udi es accordingly.

| NTERNATI ONAL AND PROFESSI ONAL LI Al SON ACTI VI TI ES

G eater focus is needed on European and Western CAM M.
Carol a Burroughs observed, and honeopathy is sufficiently
inmportant to be designated as an initiative given its use
wor | dwi de. Dr. Gordon suggested that nore tine be devoted
to issues involving professional organizations, and that the
I nternational and Professional Liaison Wrking Goup neet by
tel econference in the near future.

M. Hldenbrand asked that the subject of birthing and

mdw fery be noted as mssing fromlnternational and

Prof essional Liaison activities. This area is one of nmany

i n indigenous nedicine that need to be supported rather than
repl aced by high tech nedicine, CAPT Nancy Hazl et on
indicated. Sister Charlotte comrented on the |ink between
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the Beijing conference, struggles faced by wonen around the
world, and the fact that wonmen are identified as the
carriers of health care and healing.

| f additional funds becone avail able, Dr. Ei senberg
suggested that consideration be given to providing
extramural training in CAMfor physicians and nurses who are
conpleting their primary care or subspecialty training.

Thi s experience would prepare clinicians to interact

responsi bly with the CAM community, but not to deliver
alternative care. CAMexperts would serve as faculty. Dr.
Ei senberg asked that this topic be added to the agenda for

t he next AMPAC neeti ng.

FDA LI Al SON FOR | ND DEVELOPMENT

Dr. Jonas noted that collaboration with the FDA is occuring
on two levels: (1) Requests for INDrel ated gui dance on
specific research projects and (2) liaison with the FDA
t hrough coomttee work and the detailing of FDA staff to the
OAM  In addition, an AMPAC FDA Liai son Wrking G oup coul d
be established to advise the QAM on I ND and ot her i ssues
that influence the OAMs ability to advance CAMresearch.

I n accordance with a notion passed at the June 1996 AMPAC
nmeeting, an informal working group will be created to wite
a letter for presentation to the QAM regardi ng some AMPAC
nmenbers' concern that activities undertaken by a portion of
the FDA negatively affect CAMresearch. D vergent views
were expressed concerning this communication. The letter
and the official record should state clearly that not all
Counci | menbers supported its preparation, Dr. Panush

i ndi cat ed.

The point was nade that FDA regul atory and enf or cenent
activities are outside the scope of the OAM However, the
QAMis engaged in various FDA |liaison activities. The QAM
assists its grantees in understanding the IND application
process. A series of neetings on the topic of | NDs has been
held with the FDA. Dr. Robert Tenple (FDA) has been invited
to serve as a nonvoting, ex officio AMPAC nenber. Meeti ngs
are continuing with the FDA to pronote greater understandi ng
of unique issues faced by the QAM and CAM i nvesti gators such
as Dr. Brewitt. Drs. Jonas and Cheung neet regularly wth

Dr. Freddie Ann Hoffrman (FDA) and Drs. Fredi Kronenberg and
Judith Stern, Principal Investigators of the Col unbia
Uni versity and UG Davis CAM Cent ers. Over the next nine

nmonths, the QAM and the FDA will expl ore FDA regul atory
mechani sns that could be useful for CAMresearch. Drs.
Hof f man and Cheung have di scussed reinstating the OQAM FDA
Wrking Goup forned when Dr. Joseph Jacobs was Director of
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t he QAM

Dr. Rubi k asked that the AMPAC be informed of |egislation
involving INDs. Briefings could be provided at Counci
neetings. The AMPAC and possibly the QOAM need to take a
nore proactive role in discussing the extraordinary | ND
related difficulties faced by CAMinvestigators. Dr. Gordon
recommended that the AMPAC FDA Liai son Wrking G oup begin
assisting the QAM and that Ms. Ann Scheppach prepare a
summary of admnistrative and | egislative devel opnents for
Counci| before the next AMPAC neeti ng.

RENAM NG OF THE OAM

Dr. Cassileth noved "that we officially change the nane of
the [(OFfice of Alternative Medicine (QAM] to [the Ofice of

Conpl enentary and Alternative Medicine (OCAM]." The notion
was passed unani nously.

PRQJECTED OAM BUDGET ALLOCATI ONS

AMPAC menbers revi ewed and approved the proposed fiscal year
1997 budget with one nodification

VI'1. CONSI DERATI ON OF M NUTES

VITI.

Drs. Cheung and Gordon signed off on the mnutes of the June
1996 AMPAC neeting. Dr. Cheung requested that AMPAC nenbers
submt any corrections to himin witing for inclusion in
the mnutes of the next Council neeting as an anendnent to

t he record.

PUBLI C COMMENTS

Dannion H Brinkley, Author and Hospi ce Vol unteer, praised

Al ternative Medicine: Expanding Medical Horizons--A Report
to the NTH on Alternative Mdical Systens and Practices in
the United States (Decenber 1994), which he has used
extensively in hospice work with powerful results. CAM
practices also played a central role in M. Brinkley's
recovery fromsevere injuries.

Dr. Barbara Brewitt, Chief Scientist, Biomedconm Inc.
outlined difficulties related to the G- study for HV
patients. A delay in announcing the grant awards shortened
the grant period by three nonths. The grant noney coul d be
lost if the grant is not approved within two weeks. The RFA
did not state that an IND nay be required. Even for a
scientist experienced with Proposal witer who had witten
many grant proposals, preparing the IND was an overwhel m ng
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process. The NDA is another huge task. Many conpani es
assign four or five people fulltinme for several nonths to
one IND, and organi zations have regul atory divisions that
prepare NDAs. An investigator can experience success with
| ND and acconplish nothing with the NDA.  Thus, published
t her api es whose effectiveness has been denonstrated
scientifically cannot reach patients in need.

A large anount of intellectual property was jeopardized
because of the infornation that had to be shared with

phar maceuti cal conpanies during the difficult relationship
bui | di ng process, although the great strides nmade in this
area woul d have been inpossi ble w thout the QAM grant.

Legal counsel has been very expensive. Dr. Brewtt
expressed regret that this HV study becane a test case,
noting that she has had to respond for nine nonths to calls
fromdyi ng patients asking when they can join the study.

M. H | denbrand enphasi zed the inportance of enabling Dr.
Brewitt to provide input into the AMPAC FDA Li ai son Wr ki ng
G oup.

Jerry G eene, Esq., Medical Decisionnmaking Institute,
comment ed on the significant conceptual and professiona
inplications of creating research projects that apply
holistic nodalities to the treatnent of pathology. The QAM
shoul d ask project initiators to clarify whether they intend
to research the treatnment of a pathol ogy or the treatnent of
a person with a pathology. A fruitful question to explore
is the nature of the relationship between treating pathol ogy
and working with nodalities designed to nourish vital energy
or pronote systemintegrity.

Dr. J. WIlliamLaValley, CAMPractitioner, indicated that a
network exi sts of expert CAM providers who coul d assist the
QAWMin identifying practices for assessnment. The QAM shoul d
consi der col | aborating with the Canadi an Cancer Society and
National Cancer Institute on a Canadi an breast cancer
research effort involving the conventional and
unconventi onal cancer therapy and research communities,
patients, and other stakeholders. Because patients with
chroni c degenerative di seases nearly al ways are receiving
mul tiple interventions simultaneously, the QAM shoul d begi n
anal yzi ng groups of prospective random zed trials and N=1
trials. A definition of wellness and wel | ness neasures are
needed.

A group at the April 1995 QAM net hodol ogi es conference is
preparing a paper on outcomnmes measurenent that addresses
factors such as quality of life and general wellbeing, Dr.
Jonas noted. Another group exam ned nonspecific and pl acebo
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ef fects; methodol ogi cal issues and research needs wll be
considered in nore detail at a foll owp neeting.

Dr. Hope Kell man, Research Drector, Health Technol ogi es
stated that a congressional review of the FDA was conducted
in August 1996 and that a reformprocess is underway. An
AVPAC nenber coul d serve as FDA |iaison for the CAM

communi ty.

M. Maury Silverman, (Silver Spring, MD), stated that the
QOAM shoul d use outcone data to attract interest in, and
funding for, the type of studies sought after by the

mai nstream scientific community and the FDA. By prohibiting
t he excl usion of persons with pre-existing conditions, the
recent Kennedy-Kassenbaum i nsurance bill began creating
incentives, through the law, for delivery systens and the
nmedi cal profession to identify nore therapeutically sound
and cost effective nodalities. The QAMs strategi c pl anni ng
shoul d take into account this inportant devel opnent. The
passage of the Access to Medical Treatnment Act is
anticipated in the new Congress.

Bar bara Mayerman, Holistic Health Practitioner, enphasized
the need to renenber that humans are whol e bei ngs.

Acknowl edgi ng this whol eness was one of the reasons that the
QAM was established. CAMresearch that reflects a di sease
orientation rather than a bal anced approach incorporating
whol eness concepts as well as good science could lead to
situations in which wholistic practitioners are prohibited
fromtreating clients for particular conditions.

I X. ADJOURNVENT

The seventh neeting of the AMPAC was adjourned at 1:00 p.m*
on Septenber 17, 1996.

X APPENDI CES
A AMPAC Meeti ng Agenda
B. AMPAC Rost er

NOTE: (Qpen-session naterials are available fromthe
Executive Secretary or the Coomttee Managenent O ficer

XI. CERTI FI CATI ON

VW hereby certify that the foregoing mnutes and suppl enents
are accurate and conplete to the best of our know edge.
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Janes S. Gordon, MD . Dat e
Chair
Alternati ve Medi ci ne Program
Advi sory Counci |

and
dinical Professor
Departnments of Psychiatry and
Fam |y Medi ci ne
Georgetown University

and
D rector
Center for M nd-Body Medi cine

Geoffrey P. Cheung, Ph.D Dat e
Executive Secretary

Alternati ve Medi ci ne Program

Advi sory Counci |

COfice of Alternative Medi ci ne

National Institutes of Health

Corrections or notations to these mnutes wll be
incorporated into the mnutes of the next AMPAC neeti ng.
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APPENDI X A

AGENDA
SEVENTH MEETI NG
OF THE
ALTERNATI VE MEDI CI NE PROGRAM ADVI SORY COUNCI L
SEPTEMBER 16-17, 1996

[Insert frombriefing book. ]
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APPENDI X A
AGENDA ( CONTI NUED)

[Insert frombriefing book. ]
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APPENDI X B

RCSTER
ALTERNATI VE MEDI CI NE PROGRAM ADVI SORY COUNCI L
SEPTEMBER 1996

[Insert frombriefing book. ]
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APPENDI X B
ROSTER ( CONTI NUED)

[Insert frombriefing book. ]
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